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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 372

[OPPTS-400140; FRL-6081-4]

RIN 2070-AD38

Lead and Lead Compounds; Lowering
of Reporting Thresholds; Community
Right-to-Know Toxic Chemical Release
Reporting

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule.

categories and entities may include, but
are not limited to:

Examples of Potentially Af-

Category fected Entities

SUMMARY: EPA is proposing to lower the
reporting thresholds for lead and lead
compounds which are subject to
reporting under section 313 of the
Emergency Planning and Community
Right-to-Know Act of 1986 (EPCRA) and
section 6607 of the Pollution Prevention
Act of 1990 (PPA). EPA believes that
lead and lead compounds are persistent,
bioaccumulative toxic (PBT) chemicals
that warrant lower reporting thresholds
than those currently established under
EPCRA section 313. Today’s proposed
action also includes a limitation on the
reporting of lead when contained in
certain alloys and proposed
modifications to certain reporting
exemptions and requirements for lead
and lead compounds.

DATES: Written comments, identified by
the docket control number OPPTS—
400140, must be received by EPA on or
before September 17, 1999.

ADDRESSES: Comments may be
submitted by mail, electronically, or in
person. Please follow the detailed
instructions for each method as
provided in Unit I. of the
SUPPLEMENTARY INFORMATION
section of this document.

FOR FURTHER INFORMATION CONTACT:
Daniel R. Bushman, Petitions
Coordinator, 202—260-3882, e-mail:
bushman.daniel@epamail.epa.gov, for
specific information on this proposed
rule, or for more information on EPCRA
section 313, the Emergency Planning
and Community Right-to-Know Hotline,
Environmental Protection Agency, Mail
Code 5101, 401 M St., SW., Washington,
DC 20460, Toll free: 1-800-535-0202,
in Virginia and Alaska: 703-412-9877
or Toll free TDD: 1-800-553-7672.

SUPPLEMENTARY INFORMATION:
l. General Information
A. Does this Notice Apply to Me?

You may be potentially affected by
this notice if you manufacture, process,
or otherwise use lead or lead
compounds. Potentially affected

Industry Facilities that: process cop-
per ores, lead and zinc
ores; operate pulp mills,
petroleum refineries, pri-
mary copper smelters,
primary and secondary
nonferrous metal smelt-
ers, gray/ductile iron
foundries, steel found-
ries, blast furnaces, steel
mills, petroleum bulk sta-
tions and terminals, in-
dustrial boilers that burn
coal, wood, petroleum
products, and electric
utilities that combust coal
and/or oil for distribution
of electricity in com-
merce; facilities that
manufacture, process, or
use inorganic pigments,
small arms ammunition,
asphalt paving mixtures
and blocks, storage bat-
teries, motor vehicles
and motor vehicle equip-
ment; manufacture elec-
tronic components and
accessories.

Federal facilities that: man-
ufacture, process, or use
lead or lead compounds;
burn coal or petroleum
products.

Federal Gov-
ernment

This table is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in the table could also
be affected. To determine whether your
facility would be affected by this action,
you should carefully examine the
applicability criteria in part 372, subpart
B of Title 40 of the Code of Federal
Regulations. If you have questions
regarding the applicability of this action
to a particular entity, consult the person
listed in the preceding “FOR FURTHER
INFORMATION CONTACT” section.

B. How Can | Get Additional
Information or Copies of this Document
or Other Support Documents?

1. Electronically. You may obtain
electronic copies of this document from
the EPA internet Home Page at http://
www.epa.gov/. On the Home Page select
“Laws and Regulations’ and then look
up the entry for this document under
the ““Federal Register - Environmental
Documents.” You can also go directly to

the “Federal Register” listings at http:/
/www.epa.gov/homepage/fedrgstr/.

2. In person. The Agency has
established an official record for this
action under docket control number
OPPTS-400140. The official record
consists of the documents specifically
referenced in this action, any public
comments received during an applicable
comment period, and other information
related to this action, including any
information claimed as confidential
business information (CBI). This official
record includes the documents that are
physically located in the docket, as well
as the documents that are referenced in
those documents. The public version of
the official record does not include any
information claimed as CBI. The public
version of the official record, which
includes printed, paper versions of any
electronic comments submitted during
an applicable comment period, is
available for inspection in the TSCA
Nonconfidential Information Center,
North East Mall Rm. B-607, Waterside
Mall, 401 M St., SW., Washington, DC.
The Center is open from 12 noon to 4
p.m., Monday through Friday, excluding
legal holidays. The telephone number of
the Center is (202) 260-7099.

C. How and to Whom Do | Submit
Comments?

You may submit comments through
the mail, in person, or electronically. Be
sure to identify the appropriate docket
control number (i.e., “OPPTS-400140")
in your correspondence.

1. By mail. Submit written comments
to: Document Control Office (7407),
Office of Pollution Prevention and
Toxics (OPPT), Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460.

2. In person or by courier. Deliver
your comments to: OPPT Document
Control Office (DCO) in East Tower Rm.
G-099, Waterside Mall, 401 M St., SW.,
Washington, DC. The DCO is open from
8 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays. The
telephone number for the DCO is: 202—
260-7093.

3. Electronically. Submit your
comments electronically by E-mail to:
“oppt.ncic@epamail.epa.gov.” Please
note that you should not submit any
information electronically that you
consider to be CBI. Electronic comments
must be submitted as an ASCII file
avoiding the use of special characters
and any form of encryption. Comments
and data will also be accepted on
standard computer disks in WordPerfect
5.1/6.1 or ASCII file format. All
comments and data in electronic form
must be identified by the docket control
number OPPTS—-400140. Electronic
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comments on this proposal may also be
filed online at many Federal Depository
Libraries.

D. How Should | Handle CBI
Information that | Want to Submit to the
Agency?

You may claim information that you
submit in response to this document as
CBI by marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the comment
that does not contain CBI must be
submitted for inclusion in the public
record. Information not marked
confidential will be included in the
public docket by EPA without prior
notice. If you have any questions about
CBI or the procedures for claiming CBI,
please consult with the technical person
identified in the “FOR FURTHER
INFORMATION CONTACT" section.

I1. What is EPA’s Statutory Authority
for Taking These Actions?

These actions are proposed under
sections 313(f)(2) and 328 of EPCRA, 42
U.S.C. 11023(f)(2) and 11048.

Section 313 of EPCRA requires certain
facilities manufacturing, processing, or
otherwise using a listed toxic chemical
in amounts above reporting threshold
levels, to report their environmental
releases of each chemical annually.
These reports must be filed by July 1 of
each year for the previous calendar year.
Facilities also must report pollution
prevention and recycling data for such
chemicals, pursuant to section 6607 of
PPA.

A. What is EPA’s Statutory Authority to
Lower EPCRA Reporting Thresholds?

Section 313 contains default reporting
thresholds, which are set forth in
section 313(f)(1). Section 313(f)(2),
however, provides that EPA *“may
establish a threshold amount for a toxic
chemical different from the amount
established by paragraph (1).” The
amounts established by EPA may, at the
Administrator’s discretion, be based on
classes of chemicals or categories of
facilities.

This provision provides EPA with
broad authority to establish thresholds
for particular chemicals, classes of
chemicals, or categories of facilities, and
commits to EPA’s discretion the
determination that a different threshold
is warranted. Congress has also
committed the determination of the
levels at which to establish an alternate
threshold to EPA’s discretion, requiring
only that any ““revised threshold shall
obtain reporting on a substantial
majority of total releases of the chemical

at all facilities subject to the
requirements’ of section 313 (42 U.S.C.
11023(f)(2)). For purposes of
determining what constitutes a
‘“substantial majority of total releases,”
EPA interprets “facilities subject to the
requirements” of section 313 as the
facilities currently reporting, in part
because section 313(b)(1)(A) provides
that ““the requirements of [section 313]
shall apply” to facilities that meet all
the reporting criteria and hence are
required to file reports. Thus, in revising
the reporting thresholds, EPA must
ensure that under the new thresholds a
substantial majority of releases currently
being reported will continue to be
reported. No further guidance for
exercising this authority appears in the
statute.

While the “substantial majority”
requirement of section 313(f)(2) applies
whether EPA is raising or lowering
thresholds, EPA believes that as a
practical matter this standard can
operate to constrain EPA’s action only
when the Agency is raising the
thresholds and thereby reducing
reporting. Under those circumstances,
the releases reported under the new
threshold would be lower than those
being reported under the current
threshold, and EPA would be required
to determine that the reduction in
reporting would not be so great as to fail
the “substantial majority’’ test. When
EPA lowers thresholds, however, the
substantial majority test is met as a
matter of logical necessity, because the
lower thresholds are almost always
likely to result in increased, rather than
decreased, reporting. The required
findings therefore can be made without
the need for quantitative support. Thus,
EPA has found that the revised
reporting thresholds contained in
today’s proposed action meet the
“substantial majority” test in section
313(f)(2).

Because Congress provided no
prerequisites to the exercise of EPA’s
authority to lower the thresholds, and
little explicit guidance, EPA looked to
the purposes of section 313 to help
guide the exercise of its discretion.
EPCRA section 313(h) indicates that the
data collected under EPCRA section 313
are intended:

... to inform persons about the releases of
toxic chemicals to the environment; to assist
governmental agencies, researchers, and
other persons in the conduct of research and
data gathering; to aid in the development of
appropriate regulations, guidelines and
standards, and for other similar purposes. (42
U.S.C. 11023(h)).

EPA has identified several purposes of
the EPCRA section 313 program, as
envisioned by Congress, including: (1)

Providing a complete profile of toxic
chemical releases and other waste
management activities; (2) compiling a
broad-based national data base for
determining the success of
environmental regulations; and (3)
ensuring that the public has easy access
to these data on releases of toxic
chemicals to the environment. (See 62
FR 23834, 23836, May 1, 1997). EPA
considered these purposes in exercising
its discretion to establish lower
reporting thresholds under EPCRA
section 313 for lead and lead
compounds, which the Agency has
determined are persistent,
bioaccumulative chemicals.

B. What is EPA’s Statutory Authority for
Making Modifications to Other EPCRA
Section 313 Reporting Requirements?

Congress granted EPA extremely
broad rulemaking authority to allow the
Agency to fully implement the statute.
EPCRA section 328 provides that the
“Administrator may prescribe such
regulations as may be necessary to carry
out this chapter” (28 U.S.C. 11048).

111. How Did EPA Develop this Proposal
and What is the Scope of the Comments
Being Solicited?

A. Why Was Lead Not Addressed in the
Recently Proposed PBT Rule?

In EPA’s recent proposed rule to
lower the EPCRA section 313 reporting
thresholds for certain PBT chemicals (64
FR 688, January 5, 1999) (FRL-6032-3),
EPA reviewed the bioaccumulation data
for two lead compounds: tetramethy!l
and tetraethyl lead. However, the
analysis was limited to the data for the
intact compounds and did not address
the potential availability of lead from
these compounds or other lead
compounds or the potential for lead to
bioaccumulate. In the January 5, 1999
proposed rule for PBT chemicals, EPA
made the following statements about
lead and lead compounds:

EPA is aware of additional available data
that may indicate that lead and/or lead
compounds meet the bioaccumulation
criteria discussed in this proposed rule. EPA
intends to review these additional data to
determine if lead and/or lead compounds
should be considered PBT chemicals and
whether it would be appropriate to establish
lower reporting thresholds for these
chemicals. Any such determination will be
made part of an additional rulemaking
activity. (See 64 FR 717, column 1).

Since development of the January 5,
1999 proposed rule, EPA has received
numerous comments requesting that the
Agency include lead and lead
compounds as PBT chemicals under
EPCRA section 313 and set lower
reporting thresholds (see the docket
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support for the proposed rule (docket
control number OPPTS-400132)). Many
of these comments were received well
into the comment period on the January
5, 1999 proposed rule. Rather than delay
movement on the January 5, 1999
proposed rule until EPA was ready to
proceed with lead and lead compounds,
the Agency elected to address lower
reporting thresholds for lead and lead
compounds as a separate proposal. EPA
believes that such an approach will
allow both the Agency and those
commenters especially interested in
lead and lead compounds to focus on
the issues specifically related to these
substances. Accordingly, today’s
proposed rule is the result of EPA’s
review of the available information on
lead and lead compounds, and is the
Agency’s response to the requests for
lower reporting thresholds for lead and
lead compounds based on their
persistence and bioaccumulation.

B. What is the Scope of Comments Being
Solicited on this Proposed Rule?

EPA recognizes that this proposal for
lead and lead compounds may raise
similar issues to those raised in the
January 5, 1999 proposed rule. For the
purposes of this proposal, however, EPA
is only soliciting comments on how
these proposed actions would affect
EPCRA section 313 reporting on lead
and lead compounds, the impacts these
proposed changes would have on the
burden of section 313 reporting for lead
and lead compounds, and the benefits
such reporting would provide the
public. Comments of a more generic
nature were solicited in the January 5,
1999 proposed rule, and should have
been submitted during the comment
period for that proposal, which closed
April 7, 1999. EPA will respond to
timely comments on these generic
issues in the final PBT chemicals rule.
The Agency will limit its consideration
of and responses to comments
submitted in the comment period for
this proposal to those that relate to
section 313 reporting of lead and lead
compounds. To the extent that
comments were submitted on the
January 5, 1999 proposed rule that a
commenter believes are relevant to this
proposal, the commenter must resubmit
or reference those comments for
inclusion in the docket for this
proposal, along with an explanation of
why the comments are relevant to lead
and lead compounds.

C. What are the Issues on Which EPA is
Interested in Receiving Comment?

The Agency is particularly interested
in receiving comments on the general
policy issues, as they apply to lead and

lead compounds, that were discussed
and raised for comment in Unit IX. of
the preamble to the PBT proposed rule
(see 64 FR 688, at 717). It is important
for EPA to clarify that this proposal does
not introduce any new issues beyond
those associated with lead and lead
compounds (e.g., persistence data for
lead, bioaccumulation data for lead,
estimated number of reports). The
Agency is therefore only seeking
comments on the generic issues that
relate specifically to the proposal to
lower the reporting threshold for lead
and lead compounds. The changes that
EPA is proposing to make to the
reporting requirements for lead and lead
compounds are discussed in detail in
Unit VI. of this preamble, including the
applicability to lead and lead
compounds of the general amendments
to EPCRA section 313 reporting
requirements for PBT chemicals
presented in the proposed PBT rule.
Accordingly, comments on the
following issues, which were previously
identified and for which comment was
sought in Unit IX. of the preamble to the
proposed PBT rule (see 64 FR 688, at
717), are only requested on this
proposal insofar as the comments relate
particularly to lead and lead
compounds: (1) Whether EPA should
attempt to estimate the releases that
would be reported at an ‘‘average”
facility at each of the identified options
for a lowered threshold, the appropriate
methodology for estimating releases
from all affected industry sectors, and
whether EPA should then use those
estimates to select the lowered
threshold that would capture some
overall percentage of releases, e.g., 75 -
80%; (2) whether EPA should consider
lowering the reporting thresholds for
lead and lead compounds based on
either persistence or bioaccumulation
(rather than both); (3) whether EPA
should consider other mechanisms for
further minimizing the potential
impacts associated with lowering the
reporting thresholds for lead and lead
compounds (i.e., it was suggested that
EPA develop a modified Form A with
thresholds more appropriate for lead
and lead compounds, retain de minimis
thresholds for lead and lead compounds
(perhaps at a lower level), retain whole
number reporting, the half-pound rule,
and range reporting for lead and lead
compounds, establish an activity
qualifier restricting the lower reporting
threshold to the manufacture of lead
and lead compounds, retaining the
higher current thresholds with respect
to import, process or use activities, and
that EPA modulate the frequency of
reporting).

D. What Other Comments Should the
Public Submit?

EPA believes that the additional
information provided by lowering the
TRI reporting thresholds for PBT
chemicals, including lead and lead
compounds, will be valuable to
communities and will significantly
enhance their knowledge about toxic
chemical releases and other waste
management activities that may be of
concern to them. At the same time, EPA
recognizes that today’s proposal, along
with its earlier proposal to lower
reporting thresholds for various other
PBT chemicals (64 FR 688), will
increase the burden imposed by the TRI
program on facilities that must provide
information. EPA is mindful of the
importance of minimizing reporting
burden, while continuing to provide
communities with high quality right-to-
know information. EPA is genuinely
interested in reducing TRI reporting
burden, while assuring that the goals
and objectives of EPCRA section 313
continue to be met.

EPA has already initiated a number of
burden reducing activities in the TRI
program. For example, EPA is currently
reviewing the original list of EPCRA
section 313 chemicals in response to
suggestions that EPA evaluate those
chemicals against the EPCRA section
313(d) criteria. EPA is also developing
reporting guidance, including guidance
specifically for small businesses, which
will simplify and ease reporting
burdens. These efforts include the
development of intelligent reporting
software with built-in error checking
routines and calculation methodologies;
the development of a single facility
identification program for facilities that
report to EPA; and the development of
guidance to facilitate more consistent
use of chemical nomenclature, reporting
units, and time frames across different
programs.

As a means of identifying other
potential areas for reducing TRI
reporting burden, EPA initiated an
intensive stakeholder process to
comprehensively evaluate current TRI
reporting. An important part of this
stakeholder process was a review
conducted by the Toxics Data Reporting
(TDR) Committee of the National
Advisory Council on Environmental
Policy and Technology (NACEPT). EPA
asked the TDR Committee to develop
recommendations to improve the right-
to-know information available to
communities and to help streamline
reporting to ease the paperwork burden
for facilities affected by the
requirements. Specifically, the
Committee was asked to examine the
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format of and nomenclature in the Form
R, seek opportunities for burden
reduction, and evaluate EPA’s
presentation of the data in public
information documents. The TDR
Committee met eight times between
September 1997 and October 1998, and
issued its final report in May 1999. The
TDR Committee report is available on
the Internet at www.epa.gov/opptintr/
tri, and a copy of the report is also
available in the public version of the
official record for this proposed rule.

In their final report to the Agency,
after noting that the TDR Committee did
not reach final consensus on most
issues, the TDR Committee presented
the various suggestions raised during
the discussions as “‘ideas’” without any
indication of the level of support for
them. These ideas fall under the broad
categories of burden reduction, the
public data release (PDR), and the Form
R. Some of the burden reduction ideas
presented by the TDR Committee
include the creation of an intelligent
software program for reporters, the
integration of reporting across programs,
the provision of industry specific
guidance, the expansion of the EPCRA
section 313 exemptions, and options for
increasing eligibility for the alternate
threshold as certified by Form A. With
regard to the Form R, most of the
Committee’s suggestions involved the
addition of data elements intended to
further clarify the information currently
collected, particularly on the waste
management data. The Committee also
offered ideas for improving the PDR,
including adding information to the
PDR that would provide additional
context for the TRI data.

The TDR Committee report also
mentions a more general approach for
burden reduction that involves
establishing, either through regulation
or guidance, limitations on the level of
effort and data accuracy required for TRI
reports. For example, this approach
might include greater use of default
parameters and standardized estimation
methods based on best engineering
practices, and/or a percentage rule in
which a facility would be required to
collect information and report only
some fixed percentage of releases (e.g.,
90%). This latter approach could allow
facilities to focus their reporting efforts
on larger sources of releases and ignore
some smaller sources, as long as they
reported at least the specified
percentage of total releases. The
absolute quantity not reported would
vary from toxic chemical to toxic
chemical and from facility to facility.
EPA requests comments on the
substance of this approach, including
mechanisms that would allow

implementation consistent with EPCRA
section 313. In particular, EPA is
interested in comments regarding the
potential impacts of this approach on
the facility reporting burden and on the
integrity of the TRI data and community
right-to-know.

In addition to the TDR Committee
report, EPA has received other
suggestions for burden reduction in the
TRI program. Although EPA has already
requested comment on the suggestion
that EPA effectively modify the
frequency of reporting for PBT
chemicals (see 64 FR 688, at 718), and
lead and lead compounds (see Unit
I11.C. of this preamble), it has been
suggested that EPA consider changing
the frequency of reporting under EPCRA
section 313 in general, i.e., require
biennial reporting. EPA is requesting
comment on the utility of biennial
reporting and whether that approach
would provide for significant burden
reduction for affected facilities. EPA
welcomes comment on the availability
of information that would allow the
Agency to make the requisite findings
under EPCRA section 313(i)(3)(B),
especially how consideration of
alternate reporting requirements should
pertain to the facilities in the recently
added industry sectors for which first
reports have just recently been received,
the lack of readily available information
on EPCRA section 313 chemicals from
existing sources, and what available
information may exist to allow EPA to
address the requirements of the law.

EPA places great importance on
reducing burden on the public and is
currently considering the various
suggestions it has received, including
the ideas in the TDR Committee report,
and others received from industry and
other agencies. EPA welcomes
additional suggestions, and specifically
requests comment on the ideas
presented in the TDR Committee report,
particularly those that relate to burden
reduction.

IV. Explanation for Lowering Reporting
Thresholds

A. What is the General Background for
this Rulemaking?

In 1986, Congress passed EPCRA.
This new law recognized the unique
role that communities can play in
assuring environmental protection at the
local level. Just prior to the passage of
EPCRA, fatal chemical releases from a
chemical manufacturing facility in
Bhopal, India highlighted the need for
developing and sharing both emergency
planning information and routine
release information with the public. The
identification of United States facilities,

chemicals, and processes identical to
the Bhopal situation brought home the
potential for similar accidents in the
United States as well as a recognition
that routine releases of toxic chemicals
associated with routine facility
processes could pose significant risks to
communities. These routine, annual
releases, if assessed at all, were known
only to the facilities themselves.
Communities however, were unaware of
the magnitude and potential
consequences of such releases.

Section 313 of EPCRA resulted in the
creation of the Toxics Release Inventory
(TRI). TRI is a publicly available data
base that provides quantitative
information on toxic chemical releases
and other waste management activities.
With the collection of this information
for the first time in 1987, came the
ability for the public, government, and
the regulated community to understand
the magnitude of chemical emissions in
the United States; to compare chemical
releases among facilities and transfers of
chemical wastes among States,
industries, and facilities; and perhaps
most importantly, to assess the need to
reduce and where possible, eliminate
these releases and other waste
management activities. TRI enables all
parties interested in environmental
progress to establish credible baselines,
to set realistic goals, and to measure
progress over time, in meeting those
goals. The TRI system provides a neutral
yardstick by which progress can be
measured by all interested parties. TRI
is an important tool in empowering the
Federal government, State governments,
industry, environmental groups, and the
general public, to fully participate in an
informed dialogue about the
environmental and human health
impacts of toxic chemical releases and
other waste management activities.

Prior to EPCRA, the kind of
information contained in the TRI
generally was nonexistent or
unavailable to the Federal government,
State governments, emergency
preparedness teams or the general
public, and often was not disclosed
until after major impacts on human
health and the environment were
evident. This “‘after the fact” disclosure
of information did little to help plan for
or prevent such serious health and
environmental impacts. While permit
data are generally cited as a public
source of environmental data, they are
often difficult to obtain, are not multi-
media, and present only a limited
perspective on a facility’s overall
environmental performance. While
other sources of data are sometimes
cited as substitutes for TRI data, based
on its own research, EPA is unaware of
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any other publicly available, nationwide
data base that provides multi-media,
facility-specific release and other waste
management information to the public
in a readily accessible form. With TRI,
and the real gains in understanding it
has produced, communities now know
which industrial facilities in their area
release or otherwise manage as waste
listed toxic chemicals.

Under EPCRA section 313, Congress
set the initial parameters of TRI, but also
gave EPA clear authority to modify TRI
in various ways, including to change the
toxic chemicals subject to reporting, the
facilities required to report, and the
threshold quantities that trigger
reporting. By providing this authority,
Congress recognized that the TRI
program would need to evolve to meet
the needs of a better informed public
and to refine existing information. EPA
has, therefore, undertaken a number of
actions to expand and enhance TRI.
These actions include expanding the
number of reportable toxic chemicals by
adding 286 toxic chemicals and
chemical categories to the EPCRA
section 313 list in 1994 (59 FR 61432,
November 30, 1994) (FRL—4922-2).
Further, a new category of facilities was
added to EPCRA section 313 on August
3, 1993, through Executive Order 12856
(58 FR 41981, August 6, 1993), which
requires Federal facilities meeting
threshold requirements to file annual
TRI reports. In addition, in 1997 EPA
expanded the number of private sector
facilities that are required to report
under EPCRA section 313 by adding
seven new industrial groups to the list
of covered facilities (62 FR 23834, May
1, 1997) (FRL-5578-3). At the same
time, EPA has sought to reduce the
burden of EPCRA section 313 reporting
by actions such as delisting chemicals
that were determined not to meet the
statutory listing criteria and establishing
an alternate reporting threshold of 1
million pounds for facilities with 500
pounds or less of production-related
releases and other wastes. Facilities
meeting the requirements of this
alternate threshold may file a
certification statement (Form A) instead
of reporting on the standard TRI report,
the Form R.

In today’s action, EPA is proposing
enhanced reporting requirements for
lead and lead compounds. Lead and
lead compounds are toxic chemicals
that persist and bioaccumulate in the
environment. To date, with the
exception of facilities subject to the
alternate threshold exemption, EPA has
not altered the statutory reporting
threshold for all listed chemicals.
However, as the TRI program has
evolved over time and as communities

identify areas of special concern,
thresholds and other aspects of the
EPCRA section 313 reporting
requirements may need to be modified
to assure the collection and
dissemination of relevant, topical
information and data. Towards that end,
EPA is proposing to increase the utility
of TRI to the public by lowering the
reporting thresholds for lead and lead
compounds. Lead and lead compounds,
being PBT chemicals, are of particular
concern because they remain in the
environment for significant periods of
time and concentrate in the organisms
exposed to them. EPA believes it is
important that the public understand
that these PBT chemicals can have
serious human health and
environmental effects resulting from
low levels of release and exposure.
Lowering the reporting thresholds for
lead and lead compounds would ensure
that the public has important
information on the quantities of these
PBT chemicals released or otherwise
managed as waste, that would not be
reported under the current thresholds.

B. Why Should EPCRA Section 313 be
Used to Focus on Chemicals that Persist
and Bioaccumulate?

As discussed in Unit VI.A. of this
preamble, EPA is proposing to lower the
EPCRA section 313 reporting thresholds
for lead and lead compounds because
these substances persist and
bioaccumulate in the environment. A
chemical’s persistence refers to the
length of time the chemical can exist in
the environment before being destroyed
by natural processes. Bioaccumulation
is a general term that is used to describe
the process by which organisms may
accumulate certain chemicals in their
bodies. The term refers to both uptake
of chemicals from water
(bioconcentration) and from ingested
food and sediment residues. PBT
chemicals, such as lead and lead
compounds, are therefore toxic
chemicals that partition to water,
sediment, or soil and are not removed
at rates adequate to prevent their
bioaccumulation in aquatic or terrestrial
species. Chemicals that persist and
bioaccumulate have been found in
shellfish, birds, human adipose tissue,
and other mammals. See Unit V. of this
preamble for a more detailed discussion
of and definitions for the terms
persistence and bioaccumulation and
the data for lead and lead compounds.

Review of existing data leads EPA to
believe that, as a general matter, the
release to the environment of toxic
chemicals that persist and
bioaccumulate is of greater concern than
the release of toxic chemicals that do

not persist or bioaccumulate. Since PBT
chemicals can remain in the
environment for a significant amount of
time and can bioaccumulate in animal
tissues, even relatively small releases of
such chemicals from individual
facilities have the potential to
accumulate over time to higher levels
and cause significant adverse impacts
on human health and the environment.
EPA believes that the availability of
information on PBT chemicals, and
specifically lead and lead compounds,
is a critical component of a
community’s right-to-know. Therefore,
it is particularly important to gather and
disseminate to the public relevant
information on the releases and other
waste management activities of PBT
chemicals.

Thus, for PBT chemicals, releases and
other waste management activities that
occur at facilities that manufacture,
process, or otherwise use such
chemicals even in relatively small
amounts are of concern. Under current
reporting thresholds, a significant
amount of the releases and other waste
management activities involving lead
and lead compounds are not being
captured. The public, therefore, does
not have the information needed to
determine if lead and lead compounds
are present in their communities at
levels that may pose a significant risk.
By lowering the section 313 reporting
thresholds for lead and lead
compounds, EPA would be providing
communities across the United States
with access to data that may help them
in making this determination. This
information could also be used by
government agencies and others to
identify potential problems, set
priorities, and take appropriate steps to
reduce any potential risks to human
health and the environment.

Several EPA offices have ongoing
projects and programs that are dealing
with issues concerning PBT chemicals,
such as lead and lead compounds. EPA
has established the PBT planning group
which is a coordinating body consisting
of representatives from various program
offices throughout EPA that are dealing
with PBT chemicals. This group has
developed a strategy to reduce pollution
from PBT chemicals through the
application of regulatory and non-
regulatory authorities, with a strong
emphasis on pollution prevention.
Under this initiative, the reporting of
PBT chemicals at lower thresholds
under EPCRA section 313 would
provide data on PBT chemicals to EPA,
industry, and the public. The
availability of that data can allow all
parties to identify and track releases of
PBT chemicals and monitor the progress
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of the programs designed to reduce the
amount of PBT chemicals entering the
environment. The data would also allow
EPA and others to design prevention
strategies that are focused and effective.
EPA is also participating in several
international efforts to reduce or
eliminate pollution from PBT
chemicals. These efforts include: the
Commission for Environmental
Cooperation (CEC) Process for
Identifying Candidate Substances for
Regional Action Under the Sound
Management of Chemicals Initiative, the
United Nations Environment
Programme Persistent Organic
Pollutants (POPs) Negotiations, and the
Canada-United States Strategy for the
Virtual Elimination of Persistent Toxic
Substances in the Great Lakes Basin.
The program between the United
States and Canada focuses on pollution
of the Great Lakes by PBT chemicals,
which has been a matter of great
concern for both countries. However,
the Canada-United States Strategy for
Virtual Elimination of Persistent Toxic
Substances in the Great Lakes Basin
contains commitments that apply
nationwide, including those for alkyl
lead. EPA has established the Great
Lakes National Program Office (GLNPO)
to develop and implement programs to
reduce pollution of the Great Lakes.
GLNPO works in cooperation with
counterpart organizations in Canada,
most notably Environment Canada, to
carry out its mission. The “Final Water
Quality Guidance for the Great Lakes
System” (60 FR 15366, March 23, 1995)
(FRL-5173-7) identified “Pollutants
that are Bioaccumulative Chemicals of
Concern (BCCs)”” among the ““Pollutants
of Initial Focus in the Great Lakes Water
Quality Initiative.” Working with that
list, Canada and the United States
agreed on an initial list of chemicals
identified as ““Substances Targeted by
the Canada-United States Strategy for
the Virtual Elimination of Persistent
Toxic Substances in the Great Lakes
Basin” (Ref. 1). A subset of the targeted
substances is often referred to as the
“Binational Level 1 List,” and includes
chemicals both countries have
committed to “virtually eliminate’” from
the Great Lakes, through meeting a
series of interim reduction goals, some
of which are national in scope. Virtual
elimination is to be attained by
programs implemented voluntarily by
each country. The Binational Level 1
List includes alkyl lead, and the
associated commitment reads: “US
Challenge: Confirm by 1998, that there
is no longer use of alkyl lead in
automotive gasoline. Support and
encourage stakeholder efforts to reduce
alkyl lead releases from other sources.”

The information that would be reported
under this proposed rule regarding alkyl
lead would directly contribute to the
Agency’s ability to “‘support and
encourage stakeholder efforts to reduce
releases’ as agreed to in the Binational
Strategy.

EPA discussed the issue of reporting
on PBT chemicals under section 313 in
its January 12, 1994 chemical expansion
proposed rule (59 FR 1788) (FRL-4645—
6). In the preamble to the proposed rule,
EPA specifically requested comment on
whether PBT chemicals should be
added to the section 313 list. EPA also
asked for comments on what
modifications to reporting requirements,
such as lowering reporting thresholds or
modifying the de minimis exemption,
would need to be made in order to
ensure that release and transfer
information would be collected for such
chemicals. In response to EPA’s request
for comments on the reporting of PBT
chemicals, 39 commenters responded,
with 35 of these commenters fully
supporting such reporting under section
313. In addition, of the over 620
comments EPA received on its 1997
proposal to add a dioxin and dioxin-like
compounds category, over 520
commenters supported lowering the
reporting thresholds for the proposed
category. Many commenters also
suggested that EPA lower the reporting
threshold for all toxic chemicals that
persist and bioaccumulate. EPA will
provide specific responses to these
comments as part of any final rule
developed to add the dioxin and dioxin-
like compounds category to the section
313 list and lower the reporting
thresholds. EPA has recently addressed
the issue of lower reporting thresholds
for certain other PBT chemicals in a
proposed rule that was published on
January 5, 1999 (64 FR 688) (FRL-6032—
3).

V. Review of Persistence,
Environmental Fate, and
Bioaccumulation Data for Lead and
Lead Compounds

A. What are Persistence and
Environmental Fate and What Data are
Available for Lead and Lead
Compounds?

A chemical’s persistence refers to the
length of time the chemical can exist in
the environment before being destroyed
(i.e., transformed) by natural processes.
The environmental media for which
persistence is measured or estimated
include air, water, soil, and sediment;
however, water is the medium for which
persistence values are most frequently
available. It is important to distinguish
between persistence in a single medium

(air, water, soil, or sediment) and overall
environmental persistence. Persistence
in an individual medium is controlled
by transport of the chemical to other
media, as well as transformation to
other chemical species. Persistence in
the environment as a whole is a distinct
concept. It is based on the observations
that the environment behaves as a set of
interconnected media, and that a
chemical substance released to the
environment will become distributed in
these media in accordance with the
chemical’s intrinsic (physical/chemical)
properties and reactivity. For overall
persistence, only irreversible
transformation contributes to net loss of
a chemical substance.

Although metals and metal
compounds, including lead and lead
compounds, may be converted from the
metal to a metal compound or from one
metal compound to another in the
environment, the metal cannot be
destroyed. Thus, metals are obviously
persistent in the environment in some
form. The form of the metal that exists
in the environment depends on its
environmental fate. Environmental fate
refers to the ultimate result of physical,
chemical, and biological processes
acting upon a metal or metal compound
once released into the environment. The
environmental fate determines whether
the metal or the metal from a metal
compound will be available for
exposure to organisms once released
into the environment. The
environmental fate of a metal or metal
compound varies depending on the
environmental conditions and the
physical/chemical properties of the
metal in question.

The information summarized below
for the environmental fate of lead in
each environmental medium represents
the key elements influencing the
transport, transformation, and
bioavailability of lead in air, soil, water
and sediments. Commenters should
consult the support documents and
review the studies contained and
referenced therein for further
information. The information
summarized below as well as a more
extensive review of the existing data on
the environmental fate of lead is
contained in The Environmental Fate of
Lead and Lead Compounds (Ref. 2) and
in the references contained therein.

Most lead released to air eventually
settles back to ground level by dry
deposition or washout by rain. Thus,
airborne lead is either returned to soil
surfaces by deposition or to surface
water by deposition or surface runoff.
However, while airborne, some lead
compounds (e.g., lead halides) can
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undergo reactions to produce lead
sulfates and carbonates.

After deposition in the soil
environment, lead may bind strongly by
mechanisms such as the formation of
insoluble complexes with organic
material, clay minerals, phosphate, and
iron-manganese oxides common in
many soils. These mechanisms can
lower the levels of soluble lead in soils.
However, some of the lead in the soil
environment (0.2 to 1%) may be water
soluble. The extent of sorption appears
to increase with increasing pH. Under
acidic conditions, levels of lead in soil
water can increase significantly. The
solubility of lead increases linearly in
the pH range of 6 to 3. Ata pH of 5 to
9, heavy metals such as lead may bind
to the surface of clay minerals. Cation
exchange capacity (CEC, related to soil
clay content) and pH also influence the
capacity of soil to immobilize lead.
Generally, as the CEC and pH increase,
the capacity of a soil to sorb lead
increases. Conversely, soils with lower
CEC and pH tend to have a lower
capacity to sorb lead. Using organic
chelation as a model, the total capacity
of soil to immobilize lead can be
predicted by the linear relationship
developed by Zimdahl and Skogerboe
(Ref. 3). Using this equation to predict
saturation capacity from CEC and pH, it
can be shown that a pH drop from 5.5
to 4.0 would reduce estimated soil
absorption capacity 1.5 times, thereby
increasing the concentration of available
lead in soil water.

A number of field studies demonstrate
the effect of environmental conditions
on the mobility of lead in soils. In all
of these studies, variables including pH,
soil organic matter content and the
chemical species of lead present, had a
significant influence on soil lead
mobility. Data indicate that when the
pH and soil organic matter content are
low and conditions favor the formation
of soluble forms of lead, the mobility of
lead increases. Therefore, decreasing pH
can lead to increasing concentrations of
lead in soil water. Other studies
demonstrate that when pH and soil
organic matter are high, lead mobility in
soils is decreased. Limited data indicate
that organolead compounds may be
converted into water-soluble lead
compounds in some soil. Degradation
products of tetramethyl and tetraethyl
lead, the trialkyl lead oxides, are
expected to be significantly more mobile
in soils than the parent tetraalkyl lead
compounds would be.

The levels of soluble lead in surface
waters depend on the pH of the water
and the dissolved salt content.
Equilibrium calculations show that at a
pH greater than 5.4, the total solubility

of lead is approximately 30 micrograms
per liter (ug/L) in hard water and
approximately 500 pg/L in soft water. In
soft water, sulfate ions limit the lead
concentration in solution through the
formation of lead sulfate. The lead
carbonates limit lead in solution at a pH
greater than 5.4 (Ref. 4). Concentrations
as high as 330 pg/L could be stable in
water at a pH near 6.5 and an alkalinity
of about 25 milligrams (mg) bicarbonate
ion per liter. Water having these
properties is common, for example, in
runoff areas of New York State and New
England. In other waters, where
alkalinity and pH are higher, the relative
concentrations of soluble lead may be
lower.

Lead also forms complexes with
organic matter in water. The organic
matter includes humic and fulvic acids
that are the primary complexing agents
in soils and widely distributed in
surface waters. The presence of fulvic
acid in water has been shown to
increase the rate of solution of lead
sulfide 10 to 60 times (Refs. 5 and 6).
At pH levels near neutral (i.e., about
7.0), soluble lead-fulvic acid complexes
are present in solution. As pH levels
increase, the complexes are partially
decomposed, and lead hydroxide and
carbonate are precipitated, and may
either remain suspended or fall to the
sediment. Other studies have shown
that humic acid in freshwater and
marine sediments, and in the aqueous
phases, are capable of complexing
various amounts of metals. In some
circumstances, this process could
potentially reduce the levels of soluble
lead present.

At neutral pH, lead generally moves
from the dissolved to the particulate
form with ultimate deposition in
sediments. There is evidence that in
anaerobic sediments, lead can undergo
biological or chemical methylation. This
process could result in the
remobilization and reintroduction of
transformed lead into the water column
where it could be available for uptake
by biota, and volatilization to the
atmosphere. However, tetramethyl lead
may be degraded in aerobic water before
reaching the atmosphere.

In conclusion, EPA believes that
processes commonly observed in the
environment can result in the release of
bioavailable (ionic) lead where it can be
bioaccumulated by organisms. These
processes may occur in soil and aquatic
environments with low pH and low
levels of clay and organic matter. Under
these conditions, the solubility of lead
is enhanced and if there are no sorbing
surfaces and colloids, lead ion can
remain in solution for a sufficient
period to be taken up by biota. Lead

sorption to soil organic matter has been
shown to be pH dependent. Decreasing
pH can lead to increasing
concentrations of lead in soil water;
while increasing pH can lead to
decreasing concentrations of lead in soil
water.

The Agency’s analysis of the
environmental fate of lead and lead
compounds, therefore, shows that under
many environmental conditions lead is
available to express its toxicity and to
bioaccumulate. The bioavailability of
metals such as lead has been raised as
an issue at recent public meetings on
EPA’s January 5, 1999 proposed rule on
PBT chemicals (64 FR 688). It has been
suggested that metals will not be
bioavailable from certain metal
compounds that may be released into
the environment and that therefore they
should not be considered PBT
chemicals. The issue of the
bioavailability of metals from metal
compounds is broader than just its
implications for whether a chemical is
a PBT. The issue of bioavailability has
been addressed for EPCRA section 313
chemical assessments through EPA’s
policy and guidance concerning
petitions to delist individual members
of the metal compound categories listed
under EPCRA section 313 (May 23,
1991, 56 FR 23703). This policy states
that if the metal in a metal compound
cannot become available as a result of
biotic or abiotic processes then the
metal will not be available to express its
toxicity. If the intact metal compound is
not toxic and the metal is not available
from the metal compound then such a
chemical is a potential candidate for
delisting. EPA developed this petition
process specifically to address such
circumstances.

EPA requests comment on its
discussion of the scientific information
concerning the fate, transport, and the
availability of lead in the environment,
and on how this information should be
considered in classifying lead as a PBT
chemical.

B. What is Bioaccumulation and What
Aquatic Bioaccumulation Data are
Available for Lead and Lead
Compounds?

Bioaccumulation is a general term
that is used to describe the process by
which organisms may accumulate
chemical substances in their bodies. The
discussions and data on
bioaccumulation in this unit (i.e., Unit
V.B.) deal strictly with aquatic
organisms. This is not to imply that
bioaccumulation cannot occur in non-
aqueous environments and in fact Unit
V.C. of this preamble discusses the
bioaccumulation of lead in humans,
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including bioaccumulation from non-
aqueous media. The term
bioaccumulation refers to uptake of
chemicals by organisms both directly
from water and through their diet (Ref.
7). EPA has defined bioaccumulation as
the net accumulation of a substance by
an organism as a result of uptake from
all environmental sources (60 FR
15366). The nondietary accumulation of
chemicals in aquatic organisms is
referred to as bioconcentration, and may
be described as the process through
which a chemical is distributed between
the organism and environment based on
the chemical’s properties,
environmental conditions, and
biological factors such as an organism’s
ability to metabolize the chemical (Ref.
8). EPA has defined bioconcentration as
the net accumulation of a substance by
an aquatic organism as a result of uptake
directly from the ambient water through
gill membranes or other external body
surfaces (60 FR 15366). A chemical’s
potential to bioaccumulate can be
quantified by measuring or predicting
the chemical’s bioaccumulation factor
(BAF). EPA has defined the BAF as the
ratio of a substance’s concentration in

tissue of an aquatic organism to its
concentration in the ambient water, in
situations where both the organism and
its food are exposed and the ratio does
not change substantially over time (60
FR 15366). A chemical’s potential to
bioaccumulate can also be quantified by
measuring or predicting the chemical’s
bioconcentration factor (BCF). EPA has
defined the BCF as the ratio of a
substance’s concentration in tissue of an
aquatic organism to its concentration in
the ambient water, in situations where
the organism is exposed through water
only and the ratio does not change
substantially over time (60 FR 15366).
A review of the ecotoxicological
literature indicates that
bioconcentration values of lead and lead
compounds (lead salts) in aquatic plants
and animals are often above a
bioconcentration/bioaccumulation
factor of 1,000. Lead is bioaccumulated
by aquatic organisms such as plants,
bacteria, invertebrates, and fish. The
principal form that is believed to be
accumulated is divalent lead (i.e., lead
in its plus 2 oxidation state (Pb+2)). It
has been shown that fish held in water
at a pH of 6.0 accumulate three times as

much lead as fish held in water at a pH
of 7.5 (Ref. 9), thus as pH decreases the
availability of divalent lead increases.
Older organisms usually have the
highest body burdens, and lead
accumulates in bony tissues to the
greatest extent.

Table 1 below summarizes some of
the data reviewed concerning the extent
(magnitude) of lead bioaccumulation
found to occur in many aquatic plants
and animals and the lead
bioconcentration factors (BCF)
determined or measured from laboratory
studies conducted for certain durations
using BCF test methods. Only some of
the laboratory calculated values or
monitored field values near or above a
bioaccumulation factor of 1,000 are
included in Table 1; additional data can
be found in the bioaccumulation
support document (Ref. 10).
Concentrations of lead monitored in
various organisms listed in Table 1 were
determined by comparing
concentrations in the environment
(water) with concentrations measured in
the organisms.
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Table 1.—Bioaccumulation/Bioconcentration Data for Lead and Lead Compounds in Aquatic Organisms.

Chemical Tested/

Field Concentration

Hg/L)

12,540 and 17,300

Test Species Monitored (con- BCF Value? Factor2 Reference
centration)
Freshwater Species
Snail (Lymnaea palustris) Lead nitrate (12 pg/ | 1,700; 3,100 (soft tis- | NA Ref. 11
L) sue); 2,500 (whole
animal)
Phytoplankton, 13 species Lead (0.4-2.5 pg/dm3 | NA 10,000x or greater(® Ref. 12
(Melosira italica and
Asterionella formosa were
dominants)
Green alga (Selenastrum Lead nitrate (5 pg/L) | 10,000® NA Ref. 13
capricornutum)
Green alga (Selenastrum Lead nitrate (50 pg/ | 2,900® NA Ref. 13
capricornutum) L)
Green alga (Cladophora sp.) Lead NA 390x®); 690x®; and Ref. 14
1,695x®
Pondweed (Pontamogeton sp.) | Lead NA 525x® and 1,695x®) Ref. 15
Rainbow trout (Salmo gairdneri) | Lead (3.5 pg/L; 24 726 (whole fish); NA Ref. 16

(intestinal lipids)

Marine Species

americanus)

gland)

Blue mussel (Mytius edulis) Lead nitrate; Lead 2,570 and 2,800 NA Refs. 17 and 18
(10 pg/L); Lead (soft parts);
(500 pg/L) 2,427® (kidney)
and 306®) (soft
parts); 4,985
(soft parts)
Eastern oyster (Crassostrea Lead (1, 3.3 pg/L) 1,320® and 6913 NA Ref. 19
virginica) (soft parts)
Brown alga (Fucus vesiculosus) | Lead (1-7.5 pg/L) NA 570x-3,600x® Ref. 20
Algae (Ulva sp.) Lead (1-7.5 pg/L) NA 1,140x-7,350x® Ref. 20
Algae (Enteromorpha linza) Lead (1-7.5 pg/L) NA 1,020x-6,750x® Ref. 20
Algae (Blidingia minima) Lead (1-7.5 pg/L) NA 900x-12,300x® Ref. 20
American Lobster (Homarus Lead (50 pg/L) 2,760 (antennal NA Ref. 21

1BCF values are calculated from laboratory studies. _
2Field concentrations are estimated from water:organism sample comparisons.
3Value was converted from a dry weight value to a wet weight value using appropriate conversion factors.

Additional information concerning
lead’s bioaccumulation potential is
summarized in the bioaccumulation
support document for this proposed rule
(Ref. 10). In general, bioconcentration
values for four freshwater invertebrate
species ranged from 499 to 1,700 (Ref
22). BCFs for two species of freshwater
fish were much lower, 42 and 45.
However, certain fish tissues have much
higher BCF values, e.g., the BCF value
for the intestinal lipids in rainbow trout
were as high as 17,300. Freshwater
phytoplankton and both marine and
freshwater algae accumulate or
concentrate lead to very high levels

(e.g., greater than 10,000x). BCF values
for marine bivalve organisms were as
high as 4,985 for blue mussels. Eastern
oysters also have BCF values greater
than 1,000. These data indicate that
many of the BCF values and measured
environmental concentration factors for
lead are above 1,000 with several
species having BCF or observed
concentration factors above 5,000. The
references cited for blue mussels
include a range of values, the upper end
of which is very close to 5,000 (i.e.,
4,985). There are also a few fish tissues
that have BCFs greater than 10,000,

though most of the available fish data
are below 5,000.

EPA requests comment on its
discussion of the scientific information
concerning the bioaccumulation of lead
in aguatic organisms, and on how this
information should be evaluated in
assessing the bioaccumulative potential
of lead and lead compounds.

C. What Data are Available on the
Human Bioaccumulation of Lead and
Lead Compounds?

There is a great deal of information
available on the bioaccumulation of lead
in humans and the effects that such
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accumulation can have. Much of this
information is summarized and cited in
the following documents, The Agency
for Toxic Substances and Disease
Registry Toxicological Profile on Lead
(Ref. 23), EPA’s Risk Analysis to
Support Standards for Lead in Paint,
Dust, and Soil (Ref. 24), and EPA’s Air
Quality Criteria for Lead (Ref. 25). EPA’s
Office of International Affairs has also
established an Internet site that provides
information on lead including lists of
various EPA documents on lead that are
available as well as links to other EPA
programs and agencies that have
information on lead and its hazards
(Ref. 26). This unit provides a summary
of some of the information from these
sources that relates to the ability of lead
to accumulate in humans.

The bioaccumulation and persistence
of lead in humans is well documented.
Although lead has no known biological
function in humans, it is readily
absorbed through the gut and can be
absorbed by inhalation and, to some
extent by dermal contact. Absorption of
lead can occur as a result of exposure
to air-borne forms of lead, as well as
ingestion or contact with contaminated
soil and dust. Children and developing
fetuses are known to absorb lead more
readily than adults and to excrete it at
a lower total rate. These findings are
especially significant since young
children are most susceptible to the
adverse effects associated with lead
exposure. Lead absorption varies from
very low levels (e.g., 5%) up to
essentially 100%. Lead absorption
appears to be linked to particle size, the
chemical composition, and other factors
(Refs. 27 and 28). Long-lasting impacts
on intelligence, motor control, hearing,
and neurobehavioral development of
children have been documented at
levels of lead that are not associated
with clinical intoxication and were once
thought to be safe. An analysis of
human blood-lead level data collected
from most recent National Health and
Nutrition Examination Surveys (see Ref.
24), showed that approximately 4.4% of
the nation’s children aged 1-5 years
have blood-lead concentrations at or
above 10 micrograms per deciliter (ug/
dL), which is the current action level
established by the Centers for Disease
Control. While this is a significant
improvement over the 88% of children
who had blood lead levels above this
threshold in 1976, before the phase-out
of lead in gasoline, it is still cause for
concern because it leaves nearly 900,000
children aged 1-5 with unacceptably
high blood-lead levels.

Once lead is absorbed in the body, it
is primarily distributed to the blood,

soft tissues (kidney, bone marrow, liver,
and brain) and to the mineralizing tissue
(bones and teeth). In one study it was
shown that in adults, following a single
dose of lead, one-half of the lead
absorbed from the original exposure
remained in the blood for approximately
25 days after exposure, in soft tissues for
about 40 days, and in bone for more
than 25 years (Ref. 29). Once in the
bone, lead can re-enter the blood and
soft tissues. Under certain
circumstances, such as pregnancy and
lactation, lead can more readily re-enter
blood and soft tissues. Thus,
accumulation of lead in bone can serve
to maintain elevated blood lead levels
years after exposure. The total amount
of lead in long-term bone retention can
approach 200 mg for adult males 60-70
years old (and even higher with
occupational exposure). For adults, up
to 94% of the total amount of lead in the
body is contained in the bones and teeth
but for children only about 73% is
stored in their bones. While the increase
in bone lead level across childhood is
modest, the total accumulation rate is
actually 80-fold when the 40-fold
increase in skeletal mass that children
undergo is taken into account. While
lead absorption rates are influenced by
several parameters, including route of
exposure, chemical speciation, the
physical/chemical characteristics of the
lead and the exposure medium, as well
as the age and physiological states of the
exposed individual, there is substantial
documentation that a significant amount
of lead can be absorbed and
accumulated in humans.

EPA requests comments on its
discussion of the scientific information
concerning the bioaccumulation of lead
in humans and on how this information
should be considered in classifying lead
and lead compounds as “highly
bioaccumulative.”

D. What are EPA’s Conclusions from the
Review of the Available Data on Lead
and Lead Compounds?

EPA’s review of the available
information on lead and lead
compounds has led EPA to conclude
that lead and lead compounds are
highly persistent and highly
bioaccumulative. The persistence of
lead in the environment is not in
guestion since, as a metal, lead cannot
be destroyed in the environment. With
respect to whether lead or lead
compounds released to the environment
will result in lead that is bioavailable,
the data indicate that under many
environmental conditions lead does
become available. The conclusion that
lead is bioavailable in the environment

is confirmed by the data on the
bioaccumulation of lead in aquatic
organisms and in humans as a result of
environmental exposures. As for lead’s
bioaccumulation potential, lead has
been shown to bioaccumulate in
laboratory studies and has been found to
bioaccumulate in organisms observed in
the environment. These data indicate
that many of the BCF values and
measured environmental concentration
factors for lead are above 1,000 with
several species having BCF or observed
concentration factors above 5,000. The
references cited for blue mussels
include a range of values, the upper end
of which is very close to 5,000 (i.e.,
4,985). There are also a few fish tissues
that have BCFs greater than 10,000,
though most of the available fish data
are below 5,000.

A high concern for the
bioaccumulation potential for chemicals
with BCF values above 1,000 is
consistent with the discussion of BCF
values in the recent proposed rule on
PBT chemicals (January 5, 1999, 64 FR
688). In addition, there is considerable
information on the accumulation of lead
in humans, including children who are
the most susceptible to the toxic effects
of lead. The data on lead’s persistence
and availability in the environment, the
observed high bioaccumulation values
in aquatic organisms, and lead’s ability
to accumulate in humans, are the basis
for EPA’s conclusion that lead and lead
compounds are highly persistent and
highly bioaccumulative.

E. Are There Particular Issues on Which
EPA is Interested in Receiving
Comment?

The Agency recognizes that there are
several complex technical issues
surrounding the availability and
bioaccumulation of lead and lead
compounds. For example, during the
inter-agency review process it was
suggested that the bioavailability of lead
in the environment could be
constrained by many abiotic factors
such that lead is not available in certain
environments. These abiotic factors
include: Soils have a high capacity to
immobilize lead and therefore limit its
availability; high pH levels may reduce
lead bioavailability; organic matter can
decrease lead bioavailability; inorganic
constituents can reduce lead availability
in aqueous environments; and,
increasing water hardness can also
reduce lead availability. The Agency
specifically requests comments on these
issues.
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V1. What Changes are EPA Proposing to
Make to the Reporting Requirements
for Lead and Lead Compounds?

A. What Changes are EPA Proposing for
the Reporting Thresholds for Lead and
Lead Compounds?

EPA is proposing to lower the
reporting thresholds for lead and lead
compounds.

1. What was considered in the
selection of lower reporting thresholds?
In selecting potential lower reporting
thresholds for lead and lead
compounds, EPA considered not only
their persistence and bioaccumulation
but also the potential burden that might
be imposed on the regulated community
by lower reporting thresholds. Each of
these important considerations is
discussed below.

a. How was persistence and
bioaccumulation considered in
threshold selection? Because lead and
lead compounds persist and
bioaccumulate in the environment, they
have the potential to pose human health
and environmental risks over a longer
period of time. Thus, even small
amounts that enter the environment can
lead to elevated concentrations in the
environment and in organisms which
can result in adverse effects on human
health and the environment. The nature
of lead and lead compounds indicates
that small quantities of such chemicals
are of concern, which provides strong
support for setting lower reporting
thresholds than the current section 313
thresholds of 25,000 and 10,000 pounds.

For determining how low reporting
thresholds should be set for PBT
chemicals, including lead and lead
compounds, EPA has adopted a two-
tiered approach. Under this approach,
EPA identifies PBT chemicals that
should have a lower reporting threshold
as those chemicals with half-lives of at
least 2 months and BAF/BCF values of
at least 1,000. This approach also
recognizes that toxic chemicals that
have very high persistence and
bioaccumulation potentials (e.g.,
chemicals with half-lives of 6 months or
more and BAF/BCF values of 5,000 or
more), like those that have been widely
recognized as PBT chemicals, are of
greatest concern and should have an
even lower reporting threshold. EPA
believes that for toxic chemicals that are
highly persistent and bioaccumulative,
any release of the toxic chemical can
result in elevated concentrations in the
environment and organisms because of
their very high persistence and
bioaccumulation potentials. As a result,
consideration of persistence and
bioaccumulation alone would lead EPA
to set a reporting threshold for the

subset of highly persistent
bioaccumulative chemicals that
approaches zero in order to provide the
most relevant data to communities.
However, EPA believes that it is
appropriate to set a low threshold for
toxic chemicals that persist and
bioaccumulate and to set a lower
threshold for toxic chemicals that are
highly persistent and bioaccumulative.

Because lead cannot be destroyed in
the environment and because lead is
available in the environment, EPA
believes that lead and lead compounds
are highly persistent. The
bioaccumulation data for lead and lead
compounds includes many BCF or
concentration values well above 5,000,
and there is additional data that show
that lead bioaccumulates in humans.
Given this data, EPA considers lead and
lead compounds to be highly
bioaccumulative. Thus, EPA believes
that based solely on the degree of
persistence and bioaccumulation, it
would be appropriate to set section 313
manufacture, process, and otherwise use
thresholds of 1 pound for lead and lead
compounds. This approach is consistent
with the general approach that EPA has
taken for setting reporting thresholds for
PBT chemicals that are highly persistent
and highly bioaccumulative as
discussed in the recent proposed rule on
PBT chemicals (64 FR 688).

As EPA stated in the January 5, 1999
proposed rule, EPA believes that
communities have a greater right-to-
know about chemicals which can
reasonably be anticipated to be present
in the community at higher levels (64
FR 688). This is particularly the case for
lead which, as a metal, cannot be
destroyed in the environment. Releases
of lead and lead compounds from
facilities subject to section 313 reporting
requirements, therefore, can increase the
potential exposure to lead within
communities relative to a chemical that
can be destroyed.

The increased exposure potential also
applies to chemicals with different
BCFs. The identical amount of two
different chemicals, chemical A with a
BCF of 1,000 to fish and chemical B
with a fish BCF of 5,000, will result in
different exposures to fish that consume
other organisms lower in the food chain
that have been exposed to these
chemicals. For example, organisms that
consume the fish exposed to chemical B
will usually be exposed to greater
guantities of the chemical than
organisms that consume the fish
exposed to chemical A, assuming
identical feeding rates and other
conditions. Due to concerns for its
higher accumulation potential, a lower

threshold would be set for Chemical B
than for Chemical A.

b. Was burden considered in
threshold selection and what is the
proposed threshold for lead and lead
compounds? As discussed above, in
determining the appropriate reporting
thresholds to propose for lead and lead
compounds, EPA started with the
premise that very low reporting
thresholds may be appropriate for lead
and lead compounds based solely on
their persistence and bioaccumulation
potential. EPA then considered the
burden that would be imposed by four
sets of reporting thresholds. The
thresholds considered were: (1) The 1
pound threshold discussed above; (2) 10
pounds; (3) 100 pounds; and (4) 1,000
pounds. For each threshold, EPA
estimated the number of additional
reports that facilities might be required
to file and the costs associated with the
filing of those additional reports (see
Tables 3 and 4 in Unit VII.E.4. of this
preamble). Based on the potential
burdens, EPA believes it is appropriate
to lower the reporting thresholds to a
level that would capture significantly
more information about lead and lead
compounds than current thresholds but
that would not be unduly burdensome
on industry. Therefore, EPA is
proposing to lower the manufacture,
process, and otherwise use thresholds to
10 pounds for lead and lead
compounds. This consideration of
burden is consistent with the approach
EPA used in the January 5, 1999
proposed rule (64 FR 688), in which the
preferred thresholds were set an order of
magnitude higher than EPA would have
proposed based solely on the degree of
persistence and bioaccumulation.

EPA requests comment on its
consideration of industry burden in
establishing lower reporting thresholds
for lead and lead compounds, including
comments on the extent to which
burden should be considered in EPA’s
decision. EPA requests comment on
whether the Agency should lower the
reporting threshold to 1 pound for lead
and lead compounds rather than the 10
pound reporting threshold proposed in
this document. EPA requests comment
on whether there are any policy reasons
for selecting the 1 pound reporting
threshold rather than the 10 pound
reporting threshold. Such policy reasons
could include the fact that the 10 pound
reporting threshold for lead and lead
compounds, which are highly persistent
and bioaccumulative, may not capture
all releases that are of concern to local
communities. Alternatively, EPA also
seeks comment on reasons for selecting
reporting thresholds of 100 pounds and
1,000 pounds.
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c. What is the relationship of the
EPCRA section 313 reporting thresholds
to other statutory thresholds? For
purposes of establishing EPCRA section
313 reporting thresholds, Congress has
expressed a clear intent to obtain
reporting on a substantial majority of
total releases of the chemical at all
facilities subject to the requirements of
the section, and to assure that this
information is reported to EPA and the
states and provided to the user
community. In this action, by proposing
to lower the reporting thresholds for
lead and lead compounds, EPA is
working to assure that communities are
provided with data on these toxic
chemicals, which are frequently
manufactured, processed, or otherwise
used in quantities well below the
existing reporting thresholds of 25,000
pounds and 10,000 pounds and
consequently are not reported to EPA
and the states. In choosing the proposed
EPCRA section 313 thresholds for lead
and lead compounds, EPA took into
consideration a number of factors
including small business impacts,
overall reporting burden, and report
generation in addition to utility of the
information. It has been EPA’s goal,
under the EPCRA section 313 program,
to maintain a balance between
community right-to-know and overall
reporting burden for the affected
industry.

EPCRA section 313 provides one of
several authorities through which EPA
collects data. Each of these authorities
has different criteria and different
purposes. Many are aimed at supporting
environmental decisionmaking and
standard setting with community
involvement in these processes. The
thresholds established under EPCRA
section 313 are designed to meet the
statutory requirements of the Act as well
as the overarching goal of informing the
public about chemical releases and
other waste management practices in
their communities. Other EPA statutes
such as the Clean Water Act (CWA), the
Clean Air Act (CAA), and Resource
Conservation and Recovery Act (RCRA)
also have information collection
provisions, whose criteria, coverage,
scope and purpose may be different
from that of EPCRA section 313. The
thresholds proposed here, for purposes
of EPCRA section 313, should not be
construed to limit or expand the data
collection goals or authorities of other
EPA programs.

B. What is the de minimis Exemption
and What Changes is EPA Proposing to
Make to the Use of the de minimis
Exemption for Lead and Lead
Compounds?

As part of the final rule implementing
the reporting provisions of EPCRA
section 313 (53 FR 4500, February 16,
1988), EPA adopted a limited de
minimis exemption for listed toxic
chemicals in mixtures. The de minimis
exemption allows facilities to disregard
certain concentrations of chemicals in
mixtures or other trade name products
they import, process, or otherwise use
in making threshold calculations and
release and other waste management
determinations for section 313
reporting. This exemption does not
apply to the manufacture of a toxic
chemical unless the toxic chemical is
manufactured as an impurity or is
imported.

EPA adopted this exemption in
response to comments requesting some
type of concentration limitation for
listed toxic chemicals in mixtures or
other trade name products as a burden
reducing measure. Commenters
contended that it would be extremely
burdensome for suppliers, processors,
and other users of mixtures or trade
name products to have to account for
quantities below a de minimis level.
Most of these commenters requested
that EPA adopt a de minimis
concentration limitation consistent with
the Occupational Safety and Health
Administration (OSHA) Hazard
Communication Standard (HCS)
requirement. The HCS provides that a
supplier does not have to list a
“hazardous chemical” component in a
mixture if that chemical comprises less
than 1.0% of the mixture or 0.1% where
the chemical is a carcinogen as defined
in 29 CFR 1910.1200(d)(4). OSHA chose
the 1% and 0.1% limits because the
agency believed that they generally
appeared to be protective of workers
and were considered reasonable by a
number of commenters (48 FR 53280,
November 25, 1983).

EPA adopted the de minimis
exemption primarily as a means of
reducing burden associated with the
new (at the time) EPCRA section 313
reporting requirements. The Agency
chose the HCS levels because: (1) They
were consistent with the existing OSHA
requirements for developing Material
Safety Data Sheet (MSDS) information
and with other requirements under
EPCRA sections 311 and 312; (2)
suppliers of products were familiar with
these levels; (3) for the first 2 years of
reporting, users of these mixtures were
only likely to be able to rely on the

product MSDS for information about the
content and percentage composition of
covered toxic chemicals in these
products; and (4) EPA did not expect
that the processing and otherwise use of
toxic chemicals at less than the de
minimis concentration in mixtures
would, in most instances, contribute
significantly to the threshold
determinations or releases of listed toxic
chemicals from any given facility.

When determining whether the de
minimis exemption applies to a listed
toxic chemical, the facility must
consider only the concentration of the
toxic chemical in mixtures and trade
name products in process streams in
which the toxic chemical is involved in
a reportable activity. If the toxic
chemical in a process stream is
manufactured as an impurity, imported,
processed, or otherwise used and is
below the appropriate de minimis
concentration level, then the quantity of
the toxic chemical in that process
stream does not have to be applied to
threshold determinations nor included
in release or other waste management
determinations. If a toxic chemical in a
process stream is below the appropriate
de minimis level, all releases and other
waste management activities associated
with the toxic chemical in that stream
are exempt from EPCRA section 313
reporting. It is possible to meet an
activity (e.g., processing) threshold for a
toxic chemical on a facility-wide basis,
but not be required to calculate releases
or other waste management quantities
associated with a particular process
because that process involves only
mixtures or trade name products
containing the toxic chemical below the
de minimis level.

As stated above, the intent of the de
minimis exemption was primarily
burden reduction. The de minimis
exemption was not intended to be a
general small quantity exemption, but
rather an exemption based on the
limited information likely to be readily
available to facilities newly affected by
EPCRA section 313. EPA did not expect
in 1988 that “‘the processing and
[otherwise] use of mixtures containing
less than the de minimis concentration
would, in most instances, contribute
significantly to the threshold
determinations or releases of listed toxic
chemicals from any given facility” (53
FR 4509). However, given 10 years of
experience with the program, EPA
believes that there are many instances
where a PBT chemical, including lead
or a lead compound, may exist in a
mixture at a concentration below the
1% (or 0.1% for OSHA carcinogens) de
minimis level, but where the
manufacture, process, or otherwise use
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of the PBT chemical in that mixture
would otherwise contribute
significantly to, or exceed, the lower
reporting threshold proposed in this
document.

For example, a raw material is
processed that contains less than the de
minimis level of lead. The quantity of
raw material processed results in
significantly more than the threshold
quantity of lead being processed. Also,
during the processing of lead, its
concentration in the process stream
remains below the de minimis level.
However, the concentration of lead in
the wastestream that results from that
processing activity is above the de
minimis concentration level for lead and
the wastestream containing lead is
released to the land. In this example,
because the concentration of lead in the
process stream is below the de minimis
concentration, the de minimis
exemption can be taken. As a result, (1)
The quantities processed do not have to
be applied to the processing threshold
for lead at the facility, and (2) quantities
of lead that are released or otherwise
managed as waste as a result of this
specific processing activity are exempt
from release and other waste
management determinations. The
exemption applies even though lead is
concentrated above the de minimis level
in the wastestream. This information
would not be included in that facility’s
Form R.

In addition, EPA believes that the
information available to the typical
EPCRA section 313 reporter is generally
greater than it was 10 years ago. Since
1987, the Air Pollution Emission Factors
(AP-42) guidance document has been
repeatedly updated and expanded. For
example, several new sections were
added in 1996, including a section
specific to electroplating. In the early
1990s, the Factor Information Retrieval
data base (FIRE) was developed. EPA
has developed several additional
guidance documents and software
programs, including Air CHIEF CD-
ROM, to aid facilities in estimating
releases. Facilities also have access to
guidance from trade associations.

EPA believes that there may be
significant releases of lead and lead
compounds in mixtures when these
chemicals exist below the de minimis
limit and that even minimal releases of
persistent bioaccumulative chemicals
may result in elevated concentrations in
the environment or in an organism that
reasonably can be anticipated to result
in significant adverse effects. Therefore,
EPA believes that allowing facilities to
continue to take the de minimis
exemption for lead and lead
compounds, would deprive

communities of important information.
While these chemicals may exist in
mixtures below the de minimis levels
they will concentrate in the
environment and in organisms. Further,
lead and lead compounds have been
shown to cause adverse effects at
concentrations far less than the de
minimis levels. For example, EPA has
stated that it appears that some of the
health effects of lead, particularly
changes in the levels of certain blood
enzymes and in aspects of children’s
neurobehavioral development, may
occur at blood lead levels so low as to
be essentially without a threshold (Ref.
30). Thus, because lead and lead
compounds can cause adverse effects at
concentrations well below de minimis
levels, EPA believes that the de minimis
principle may no longer apply. See
Environmental Defense Fund v. EPA, 82
F.3d 451, 466 (D.C. Cir. 1996); Alabama
Power Co. v. Costle, 636 F. 2d 323, 360
(D.C. Cir 1979). In addition, for the
reasons articulated above, EPA is
concerned about whether other similar
regulatory exemptions continue to be
supportable for lead and lead
compounds. See e.g., 40 CFR 372.38(c).

Further, EPA believes that lowering
the reporting thresholds for lead and
lead compounds, while leaving the de
minimis exemption in place may result
in very limited reporting and undermine
the very purpose of this action. Without
a concomitant change in the de minimis
exemption, lowering the reporting
thresholds would not increase reporting
for lead and lead compounds from some
industry sectors due to the low
concentrations in mixtures or other
trade name products that are processed
or otherwise used. A facility may exceed
the reporting threshold based on some
processes that involve lead or lead
compounds in a mixture where the lead
or lead compound is above the de
minimis level or on activities for which
the de minimis exemption is not
applicable. However, EPA expects there
will be significant numbers of activities
that occur for which the de minimis
exemption could otherwise be taken. All
releases and other waste management
activities associated with these activities
would therefore be exempt.

Given that use of the de minimis
exemption could significantly limit the
amount of reporting on lead and lead
compounds under the lower reporting
threshold being proposed in today’s
action, EPA is proposing to eliminate
the de minimis exemption for lead and
lead compounds.

Therefore, EPA is proposing to modify
40 CFR 372.38(a) to add the following
sentence to the end thereof:

This exemption does not apply to toxic
chemicals listed in §372.28 (i.e., the
chemicals for which thresholds have been
lowered), except for purposes of
§372.45(d)(1).

As indicated in the proposed regulatory
text, EPA is proposing to list lead an